
June 17, 2002

W illiam  F. Gentit

Manager, Reg ulatory Affairs

Akzo Nobel Functional Chemicals LLC

5 Livingstone Avenue

Dobbs Ferry, NY 10522-3407

Dear M r. Gentit:

The Office of Pollution Prevention and Toxics is transmitting EPA �s comments on the robust summaries

and test plan for Phosphoryl chloride, polymer with resorcinol, phenyl ester, posted on the ChemRTK HPV

Challenge Program W eb site on December 6, 2001.  I commend Akzo Nobel Functional Chemicals LLC

for its commitment to the HPV Challenge Program.

EPA  reviews te st plans an d rob ust s um ma ries to  dete rm ine wheth er the  repo rted d ata and test plans w ill

provide the data necessary to adequately characterize each SIDS endpoint.  On its HPV Challenge Web

site, EPA  has pro vided gu idance f or determ ining the ad equac y of data an d prepa ring test plan s used  to

prioritize chemicals for further work.

EPA will post this letter and the attached Comments on the HPV Challenge Web site within the next few

days .  As noted  in the c om me nts, w e ask  that A kzo N obe l Function al Ch em icals  LLC  advis e the  Agency,

within 60 days of this posting on the Web site, of any modifications to its submission.

If you h ave a ny que stion s abo ut this  resp onse, please  contact R icha rd He fter, C hief o f the H PV C hem icals

Bran ch, a t 202 -564 -764 9.  Su bm it questions about the HPV Challenge Program through the HPV

Challenge Program W eb site  �Submit Technical Questions � button or through the TSCA Assistance

Infor ma tion S ervic e (TSCA  Hotlin e) at ( 202 ) 554 -140 4.  Th e TS CA H otline  can a lso be  reac hed  by e-m ail

at tsca-hotline@epa.gov.

I thank you for your submission and look forward to your continued participation in the HPV Challenge

Program.

Sinc erely,

        /s/

Oscar Hernandez, Director

Risk Assessment Division

Attachment

cc: W . Sanders

A. Abramson

C. Auer

M. E. Weber



EPA Comments on Chemical RTK HPV Challenge Submission:

Phosphoryl Chloride, Polymer with Resorcinol, Phenyl Ester

SUMMARY OF EPA COMMENTS

The sponsor, Akzo Nobel Functional Chemicals LLC, submitted a test plan and robust summaries to EPA

for phosphoryl chloride, polymer with resorcinol, phenyl ester (CAS No. 125997-21-9) dated August 28,

2001.  EPA posted the submission on the ChemRTK HPV Challenge Web site on December 6, 2001.

EPA has reviewed this submission and has reached the following conclusions:

1.  Iden tity and  Rele vanc e of T est C hem ical.   The su bmitter n eeds to  clearly identify the te st subs tances . 

Most of the data were generated on  �resorcinol bis(diphenylphosphate) (RDP), �  �Fyrolflex RDP, � or  �CR

733-S. �  However, according to the CAS registry, all of these are synonyms of a different substance:

phosphoric a cid, 1 ,3-ph enylen e tetra phenyl ester (C AS N o. 57583-54-7).  T he su bm itter ne eds  to explain

why the tested chemical is an acceptable analog.

2.  Physicoc hem ical and E nvironm ental Fate  Data . The submitter needs to provide measured data on

vapo r pres sure  and w ater s olubilit y.

3.  Health E ffects .  All appropriate SIDS-level tests have been performed on material referred to as

 �Fyrolflex RDP, �  �resorcinol bis(diphenylphosphate), � or  �CR 733-S. �  As stated above, the submitter

needs to provide more information to confirm that the tested substance is phosphoryl chloride, polymer

with resorcinol, phenyl ester (CAS No. 125997-21-9) or needs to provide a justification for using the tested

ma terial a s an a nalog  for the title subs tanc e.  Th e sub mitte r also  need s to addre ss sever al def icienc ies in

the robust summaries.

4.  Ecolog ical Effec ts.  Adequate data exist for acute toxicity in invertebrates.  However, EPA reserves

judgement on the adequacy of the acute toxicity data for fish and algae. The submitter needs to address

two issues to facilitate a full assessment of the existing data.  The submitter also needs to provide missing

study details in the robust summaries.

EPA requests that the Submitter advise the Agency within 60 days of any modifications to its submission.

EPA COMMENTS ON THE PHOSPHORYL CHLORIDE, POLYMER WITH RESORCINOL, PHENYL

ESTER CHALLENGE SUBMISSION

Chem ical identity

The  chem ical ide ntity of t he po lyme ric title s ubs tanc e, phosphoryl c hlorid e, po lyme r with r eso rcino l, phenyl

ester (95-99% wt%), is not the same as the substance, resorcinol bis(diphenyl phosphate), listed as a

synonym  of the  title substa nce  in Sec tion 1 .2 of th e IUC LID s um ma ry.  Also , the s ubs tanc e referred in

many study summaries as Fyrolflex RDP, is a synonym of resorcinol bis(diphenyl phosphate) with a

discrete chemical formula and different CAS number; therefore, it cannot be unambiguously linked to the

title substance.

Thus, the title substance is not consistently described in Section 1.2 of the IUCLID summaries or in the

body of the  test d esc ription  in m any of  the IU CLID  sum ma ries.  If  the te st su bsta nce  was  not phosphoryl

chlo ride, p olym er with  reso rcino l, phenyl ester, the  subm itter ne eds  to discuss why the te sted  subs tanc e is

an acc eptable a nalog of th e title substa nce for th e purpo se of tox icity assess men t.

On page two, the test chem ical is named as an ether instead of an  ester.

EPA  also n otes  that th e req uired  com ma  after  the word  � reso rcino l � in the t itle substa nce  was  lack ing in



the submission, changing the meaning of the name.

Test Plan

Chem istry (melting  point, boiling po int, vapor pr essure , water so lubility, and partition c oefficient) .

In the test plan table the submitter indicates that testing is required for boiling point and partition

coefficient.  EPA agrees that test data need to be submitted for these endpoints.  The submitter also

needs to  prov ide m easured  data  for va por p ress ure a nd water s olubilit y.

Vapor Pressure .  The su bmitter p rovides a  vapor pr essure  value of <  0.1 hPa  (<0.075  torr) at 38 °C .  

Because this value may exceed the threshold for determining this endpoint, the submitter needs to provide

a discrete measured value for this endpoint, including method used, preferably following OECD

guidelines.

Wa ter Solub ility.  The submitter provides a water solubility value of <10 mg/L at 25 °C.  Because this value

may ex ceed th e thresh old for dete rmining  this endp oint, the sub mitter ne eds to pr ovide a dis crete

measured value for this endpoint, including method used, preferably following OECD guidelines.

Envir onm enta l Fate  (pho tode grad ation , stab ility in wat er, bio deg rada tion, fu gac ity).

EPA can not assess the adequacy of the environmental fate data until the submitter provides clarification

on the identity of the tested chemical.  In the test plan table the submitter indicates that testing is required

for photodegradation and fugacity.  EPA agrees that data need to be submitted for these endpoints.

Health Effects (acute toxicity, repeat dose toxicity, genetic toxicity, and reproductive/developmental

toxic ity). 

Assuming that the submitter will clarify the identity of the test substance, adequate data are available for

these endpoints for  �Fyrolflex RDP, �  �resorcinol bis(diphenylphosphate), � or  �CR 733-S. �  However, the

submitter has not shown that these data are relevant to the title substance.  In addition, the submitter

needs to enhance robust summaries by providing more information (See  �Specific Comments on Robust

Summ aries � ).

Ecotoxicity (fish, invertebrate, and algae). 

The  subm itter pr oposed  no ad ditional eco toxic ity testin g.  W ith the  assum ption  that th e sub mitte r will

provide th e miss ing study de tails, existing s tudies are  adequ ate for ac ute toxicity to aq uatic inverte brates. 

The existing data may also suffice for acute toxicity to fish and algae, but cannot be evaluated because

the robust summaries did not provide sufficient information on the identity of the test substance  �Fyrolflex

RDP �  or the means by which testing was performed at concentrations that exceeded the reported water

solubility (see Section 2.6.1 of the IUCLID Data Set).  The submitted information for acute toxicity to fish

and algae may be acceptable if the sponsor can provide an adequate discussion and resolution of these

issues an d, in ad dition , can  prov ide the m issing study details.  T he su bm itter ne eds  to consider ch ronic

toxicity testing for hydrophobic chemicals with log P greater than 4.2.

Specific Comments on the Robust Summaries

Health E ffects .  

Repro ductive T oxicity . Information missing from the robust summary includes: the magnitude, duration,

and dose-respon se relationships for effects on food consum ption, body weight, delayed reproductive

development in females, and data for a pair-fed group, if available.

Ecotox icity.



Fish and Algae: Test concentration.  The three highest concentrations tested in the acute studies on fish

and alga e exce eded the  water so lubility of <10 m g/L that wa s reporte d in Section  2.6.1 of the  IUCLID  Data

Set.  Maximum nominal test concentrations were 71.2 mg/L in fish and 48.64 mg/L in algae.  The robust

sum mar ies provide d no indica tion that a so lubilizing agent w as use d.  Thus , the subm itter needs  to

provide a n explan ation of ho w the high er test co ncentra tions wer e achiev ed. 

Fish. Water hardness, statistical methods, number of deaths per dose, signs of toxicity per dose, percent

chemical purity, measured or nominal concentrations reported, and 95% confidence limits were not

indicated  in the robu st sum mar y. 

Invertebrates. Statistical methods, number of deaths per dose, measured or nominal concentrations

reported , percen t purity, and sign s of toxicity pe r dose w ere not ind icated in the  robust s umm ary. 

Algae. The robust summary did not provide the culture conditions, approximate percent inhibition

observ ed at the h ighest do se, or pe rcent pu rity of the com pound .  EPA w ill defer determ ining data

adequ acy for this e ndpoint u ntil the mis sing critical ele men ts are pro vided. 

Followup  Activity

EPA requests that the submitter advise the Agency within 60 days of any modifications to its submission.


